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DEPARTMENT OF DISABILITIES, AGING AND INDEPENDENT LIVING

Division of Licensing and Protection
103 South Main Street

Waterbury VT 05671-2306
http://www.dail.vermont.gov
Voice/TTY (802) 871-3317

To Report Adult Abuse: (800) 564-1612
Fax (802) 871-3318

April 27, 2015

Dr. John Brumsted, Administrator
University Of Vermont Medical Center
111 Colchester Ave
Burlington, VT 05401
Provider ID #: 470003

Dear Dr. Brumsted:
The Division of Licensing and Protection completed a survey at your facility on March 19, 2015, The
purpose of the survey was to determine if your facility met the conditions of participation for Acute

Care Hospitals found in 42 CEFR Part 482.

Following the survey, your facility submitted a Plan of Corrections (POC) which was found to be
acceptable on April 8, 2015,

Sincerely,

J%m '-'DMM, 2795

Suzanne Leavitt, RN, MS
Assistant Division Director
Director State Survey Agency

Enclosure

Developmental Disabilities Services Adult Services Blind and Visually Impaired
Licensing and Protection Vocational Rehabilitation
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V 000 INITIAL COMMENTS

An unannounced on-site complaint investigalion was conducted by the Division of Licensing and
Protection from 3/16/15 through 3/19/15 (o determine compliance with Condition of Participation
Jor: Patient Rights, Nursing Services, Quality Assurances/Performances Improvement, Medical
Staff, Governing Body, Pharmaceutical Services and Anesthesla Services for Complaint#
00013152, The following regulatory violations were identified.

Based on information gathered, the hospital was determined not to be in compliance with
Conditions of Participation Jfor: Patient Rights and Quality Assessment Performance
Improvement, Pharmaceutical Services and Nursing Services. Based on information gathered at
the time of survey, an Immediate Jeopardy situation was determined to exist based on the
hospital's failure to initlate immediate action after a significant medication error was commiited.

The Conditions of Participation for Nursing Services, Patient Rights, Quality
Assessment/Performance Improvement and Pharmaceutical Services were nol met,

Note: The Immediate Jeopardy was removed by the hospital on 3/1B/15 at 5:05 PM when a plan
to carrect the Immediate Jeopardy was acecepred.

PLAN OF CORRECTION

A 115 482.13 PATIENT RIGHTS

A hospital musi protect and promote each patient'’s rights.

This CONDITION is not met as evidenced by:

Based on staff interview and record review the Condition of Participation: Patient Rights was not

met as evidenced by the hospital's failure to ensure the provision of patient care was sajely provided
during an emergency procedure conducted in the Medical Intensive Care Unit for 1 applicable

patient.
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Action Plan

Please note that we are responding to the Conditional Findings at the Standard Level.

An immediate jeopardy situation was identified by the state surveyors on 3/18 during a
survey conducted on 3/16-3/19. The immediate jeopardy was removed on 3/18 at 5:05
when a plan to correct the iminediate jeopardy was submitted and accepted by the
surveyor team. This plan was summarized in a letter and read as follows:

As part of our plan for immediate correction of the findings stemming from the
survey conducted beginning on March 16th, the following chenges have been
implemented: On 3/18/15, under the direction of the Vice President of Nursing the
standard of practice related fo the administration of medications from a vial or
ampule was reviewed and an educational module was developed and will be
deployed by 1630 on 3/18/15, The module reinforces the practice of drawing up only
the dose ordered, and the expectation that the "read back" will occur when preparing
medications in the presence of and under the direction of the provider. All nutsing
staff will be required to attest that they have completed the educational module prior
to the delivery of patient care. In addition, the 500mg ketamine vials located in the
intubation kits in the PYXIS machines will be replaced with 200 mg vials of
ketamine by the Manager of Pharmacy Clinical Practice. This change will be
completed by 2000 on 3/18/15.

Kooa
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PLAN OF CORRECTION

A 144 482.13(c)(2) PATIENT RIGHTS: GARE IN SAFE SETTING

The patlent has the right to receive care in a sqfe setting.

This STANDARD is not met as evidenced by: Based on staff interview and record review the hospital
falled to ensure the provision of patient care was safely provided during an emergency procedure
conducted in the Medical Intensive Care Unit for 1 applicable patient, (Patient #1) Findings include.

Per record review, Patient #1 sought treatment in the Emergency Dapartment (ED) on 1/27/15 after
experiencing 3 days of shortness of breath with constriction when breathing and complaining of not
being able to catch a good breath, especially if attempting to ambulate. At the time of admission to the
ED Patient #1, age 55, was hypotensive (low blood pressure) and required the assistance of BiPAP
(Biphasic positive airway pressure) machine 10 assist with breathing. A porlable chest x-ray taken at
1:03 PM confirmed Patient #1 was experiencing puimonary edema and possible pneumonia and the
patient was administered a diuretic to treat fluid retention and antibiotics Sfor preumonia. At 3:11 PM,
Patient #1 was evaluated by Critical Care physicians and it was determined the patient vequired
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admission,

Per Progress Note, Patient #1 was transferved from the ED to the Medical Intensive Care Unit (MICU)
at 4:20 PM. During the process of transferring the patient from the ED strefcher to the MICU bed,
Patient #] became optunded (altered level of consciousness) and was in respiratory distress. Critical
Care physicians rapidly responded and it was determined at approximataly 4:23 PM Patient #]
required intubation for mechanical ventilation as a result of respiratory distressicompromise. Nursing
staff obtained and brought to the patient's room the Rapid Sequence Intubation (RSI) medication box.
Meanwhile Respiratory, Therapists and physicians prepared intubation instruments and endotracheal
tube for the RSI (g standard of care in emergency airway management for intubations not anticipated to
be difficult when medications are administered simullancously to render a patient unconsclous to
Juacilitate endotracheal intubation),

For the emergent intubation, the physician directed via verbal orders specific medications to be
prepared by nursing which included Rocuronium 100mg (a neuromuscular blocker which provides
skeletal muscle relaxation). The physician also ordered Ketaminel 00 mg (an anesthetic agent used for
sedation/anaigesic effect with a time to effect of 45 seconds to 60 seconds and duration of 10-20
minutes for correct dosing of 1 to 2 mg/kg). Both medications were ordered to be administered IV
(Intravenously) Nurse #1, assigned to Patient #1 at the time of admission to MICU, documented s/he
administered Rocuronium 100 mg at 4:.46 PM followed by Ketamine. Although the physician had
ordered Ketamine 100 mg. amounting to 1 cc of medication, Nurse #1 drew up the tolal amount of the
multidose vial of 5cc/500 mg of Ketamine and subsequently at 4:46 PM administered the entire
contents of the syringe totaling 500 mg to Patient #i. Per "Adult Resuscitation Record”, at 4:53 PM
Patient #1 was in cardiac arrest with Pulseless Electrical Activity (PEA) and chest compressions were
started. Per Progress Note, Nurse #] document. "At approx 1650 - 1655 (4:50 - 4:35 PM), realization
of overdose of ketamine realized and MD XXXX notified as well as charge nurse". Patient #1 received
additional cardiac drugs, however resuscitatlon ¢fforts were unsuccessful, the Code procedure efforis
were ended and the patient was pronounced dead at 3,16 PAM,

The attending physician's Progress Note for 1/27/15 at 21:15 swates: "I was notified by histher bedside
nurse that the patient was mistakenly given a significantly larger dose of his/her induction agent of
ketamine than I had ordered. I stated that Ketamine is ideally the agent we use for patients with
cardiogenic shock or hemodynamic instability as it has the least effects on histher hamodynamics and
least likely to cause low blood pressure; however, I stated that this dose was higher than I had ordered
and was concerned that it may have contributed to his/her poor outcome I could not be certain whether
it caused his/her cardiac arvest, but I did note that it may not have helped.”

Per interview on 3/17/15 at 9:30 AM, Nurse #1 confirmed that on 1/27/15 at the time of the RSI sthe
had thought Patient #1 may require increasing doses of Ketamine to achieve the desired effect and
therefore drew up move of the drug in the syringe in anticipation that the physician would order more
to be administered during the procedure. However, Nurse #1 stated "In the moment, I thought | only
hao IDO mg. in the syringe". Nurse #1 stated the practice of drawing more medication than ordered by
the physician was something s/he has done throughout histher nursing practice while working in
Critical Care.

The nursing practice of drawing up more medication then what was ordered was further confirmed by
the Nurse Manager of MICU on 3/17/15 at 9:45 AM noting, a lot of nursing staff probably draw up
move medication than what the physician has ordered, especially during an emergent patient situation.
Per interview on 3/17/15 at 11:22 AM, MICU Nurse #2 stated when a physician glves a verbal order



04/03/2015 FRI 12:25 PAax Joos

THE

UmvermtwfVermont
MEDICAL CENT E R

Jor a medication during an intubation or cardiac arrest s/he would repeat the order back to the
physician for confirmation. After preparing the medication a label is applied to the syringe which
would state the drug, the amount drawn up in a syvinge and the concentration of the drug. Nurse #2
also confirmed, at times, s/he would draw up extra medication then what was ordered, The ED Nurse
Manager stated, during interview at 3:38 PM on 3/17/135, that although histher practice, during RSI,
wag (o draw wp jusi the amount of medication ordered by the physician, there might be times when s/he
would draw up more medication in the syringe in anticipation thot they physician might order
-sequential doses.

Per interview on 3/17/15 at 2:05 PM, the Viee President (VP)} of Nursing stated sthe was aware of the
sttuation regarding the overdose of Ketamine by Nurse #1 in the MICU and had veviewed the Root
Cause Analysis but presently had not provided any divection regarding the case. The VP of Nursing
also stated the practice related to medicarions is".. you draw up what the order is and that (s what is
expected ..." of nurses.

In addition, although a Root Cause dnalysis

(RCA) was developed on 1/29/15 and 3 action plans were formulated to improve patient safety and
nursing practice, as of 3/17/15 nowne of the plans had been initiated. It way not until an Immediate
Jeopardy was determined to exist on 3/18/15 the hospital took immediate corrective action to ensure
patient safety by replacing Ketamine 500 mg multidose vials with 200 mg. vials in all RCI medication
kits; Nursing Services recelved divection reganding drawing up only the dose ordered by providers and
a review of "read back" process was reinforced.

Refer to Tags: A-0286; 0405 & 500

Action Plan

e The plan of correction for each survey deficiency was reviewed by the Vice President
of Quality and Operational Effectiveness with the members of the Academic Medical
Center Committee (AMC). This meeting is comprised of the Physician Chuirs of each
healthcare service, the Vice Presidents and Executive Leadership of the University of
Vermont Medical Center (UVMMC). As a result of this review, the improvement
plans were approved for implementation.

¢ A motion that all Root Cause Analysis and accompanying action plans be presented
for review at the AMC biweckly meeting was approved by the Committee
membership and is in effect as of 4/3/2015.

o Effective immediately, the accountable leader(s) will report Root Cause Analysis
action plans and accompanying timelines at the Weekly Operations Committee
comprised of the Vice Presidents and Executive Leadership of UVMMC.

¢ Effective lmmedmtely, a status update of the Root Cause Analysis action plan with
its” accompanying timeline will be provided at the next scheduled monthly Patient
Safety Rvent Review Subcotmmittee (PSERS) by the accountable Leaders. The update

is in addition to the already existing 3, 6 and 12 month root cause analysis reporting
now going to PSERS. The Director of Patient Safety and Advocacy updated the

5
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University of Vermont Medical Center Sentinel/Serious Adverse Event Process Flow
to reflect the new reporting requirements. The changes were approved by the Chief
Medical Officer on 3/31/2015. The changes to the Process Flow were communicated
to the Vice Presidents and Directors on 3/31/2015 by the Director of Patient Safety
.and Advocacy. '

o The University of Vermont Medical Center Medication Order, Delivery,

" Administration and Recording (MODAR) policy was revised to include specific
language regarding medication preparation and administration in emergency
situations. Articulated in this policy were accompanying nursing and physician
practice expectations including the expectations related to preparation of the ordered
dose. Clearly articulated in the referenced policy is the requirement for closed loop
{repeat back) communication with the physician before administering the medication.
The MODAR policy was approved by the Directors of Nursing, the Director of
Pharmacy and the Physician Chair of the Pharmacy and Therapeutics Committee on
4/1/2018.

¢ An educational curriculum that supports practices outlined in the revised MODAR
policy was developed by the Directors of Nursing. The Vice President of Nursing
communicated the expectation that all scheduled staff is required to complete the
curriculum which includes a tutorial and scenario based competency assessment by
4/16/2015. In addition to this education, related content will be added to new nursing
orientation effective 4/16/2015.

s The survey response action plans were reviewed by the Vice President of Quality and
Operational Effectiveness with the members of the Academic Medical Center
Committee (AMC) on 3/30/15, This meeting is comprised of the Physician Chairs of
each healthcare service, Vice Presidents and Executive Leadership of the University
of Vermont Medical Center (UVMMC),

» The Chief Medical Officer communicated the medication practice expectations during
an emergency event as outlined in the Medication Order, Delivery, Administration
and Recording policy (MODAR) to the medical staff. Key points highlighted were:
the medication preparation of the ordered dose and accompanying closed loop
communication {repeat back the order, and verify that the medication, dose and route
were haard correctly) prior to administration. This was completed on 4/6/2015.

e Our performance in accordance with The University of Vermont Medical Center
Medication Order, Delivery, Administration and Recording (MODAR) policy specific
emergency medication preparation and administration will be monitored through our
internal mock survey process. Performance feedback will be provided direcily to
stafffclinicians. In addition, data will be provided to Nursing Leadership and the
Chief Medical Officer for any required follow-up action.
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¢ The 500 mg ketamine vials located in the intubation kits in the PYXIS machines were
replaced with 200 mg vials of ketamine by the Manager of Pharmacy Clinical
Practice. This change was completed by 2000 on 3/18/15. The ketamine 500 mg vials
were also replaced with ketamine 200 mg vials in the intubation boxes in all code
carts. This change was completed on 3/19/20135.

« Revisions were made to The University of Vermont Medical Center Drug Recall and
Shortage policy to include the following: when a drug shortage necessitates the
substitution of the form, concentration, or size of a product available to meet clinical
needs, a notation of the substitution will be entered into the internal pharmacy
shortage website, Notated products will be reviewed weekly and when there are
adequate supplies of the original product, a change will be made., This policy was
approved by the Director of Pharmacy on 4/1/2015. The pharmacists and pharmacy
technicians involved in shortage management have reviewed the Drug Recall and
Shortage Policy effective 4/1/15.

e The Manager of Pharmacy Clinical Practice revised the University of Vermont
Medical Center Resuscitation Policies to include an appendix that outlines the code
cart contents, Any changes to the code cart contents will require approval by the
Resuscitation Committee. The Resuscitation Committee approved the policy
revisions effective 4/3/2015.

+ The Manager of Pharmacy Clinical Practice in collaboration with the Director of
Pharmacy formalized the medication kit management processes by creating the
University of Vermont Medication Storage Kit Procedure. The referenced procedure
articulates that medications contained in emergency medication kits will be reviewed
for appropriateness according to published guidelines such as ACLS. In addition,
medications will be supplied in the most ready to administer form and size dose to
meet most patient needs, This was approved by the Director of Pharmacy on
4/1/2015.

e Kit contents will be managed and monitored through the “KitCheck” system. This
system allows for medication tracking of lot number and kit accuracy through the use
of radiofrequency identification tags,

/%}C & C’La,z_,z:) K&
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PLAN OF CORRECTION

A 263 48221 QAPI

The hospital must develop, implemnent and maintain an effective, ongoing, hospital-wide, data-driven
quality assessment and performance improvement program.

The hospital's governing body must ensure that the program reflects the complexity of the hospital's
organization and services, involves all hospital departments and services (including those services
Surnished under contract or arrvangement), and focuses on indicators related fo improved health
outcomes and the prevention and reduction of medical ervors.

The hospital must maintain and demonstrate evidence of its QAPI program for review by CMS.

This CONDITION is not met as evidenced by: The Condition of Participation: Quality Assurance and
Performance Improvement (QNPI) was not met as evidenced by the failure of the hospital to
implement an effective hospital-wide action plan after a significant adverse patient event had
eccurred,

Refer to Tag -A- 0286, 0405 & 500
Action Plan

Please note that we are responding to the Conditional Findings at the Standard Level.

* An immediate jeopardy situation was identified by the state surveyors on 3/18 during a
survey conducted on 3/16-3/19. The immediate jeopardy was removed on 3/18 at 5:05
when a plan to correct the immediate jeopardy was submitied and accepted by the
surveyor team, This plan was summarized in a letter and read ag follows!

As part of our plan for immediate correction of the findings stemming from the
survey conducted beginning on March 16th, the following changes have been
implemented: On 3/18/15, under the direction of the Vice President of Nursing the
standard of practice related to the administration of medications from a vial or
ampule was reviewed and an educational module was developed and will be
deployed by 1630 on 3/18/15. The module reinforces the practice of drawing up only
the dose ordered, and the expectation that the "read back" will occur when preparing
medications in the presence of and under the direction of the provider. All nursing
staff will be required to attest that they have completed the educational module priot
to the delivery of patient care. In addition, the 500mg ketainine vials located in the
intubation kits in the PYXIS machines will be replaced with 200 nig vials of
ketamine by the Managet of Pharmacy Clinical Practice. This change will be
completed by 2000 on 3/18/15.



04/03/2015 FRI 12:26 FhX @oto

THE

Universityes Vermont
MEDIJCAL CENTER

PLAN OF CORRECTION

A 286 482.21 (a), ()(2), (e)(3) PATIENT SAFETY

(@) Standard: Program Scope

(1) The program must include, but not be limited to, an ongoing program that shows measurable
improvement in indicators for which there is evidence that it will ... identify and reduce medical
Errors,

(2) The hospital must measure, analyzé, and track ...adverse patient events ...

(c) Program Activities ...

(2)  Performance improvement activities must track medical ervors and adverse patient evenls,
analyze their causes, and implement preventive actions and mechanisms that include feedback and
learning throughout the hospital,

(2) Executive Responsibilities, The hospital's governing body (or organized group or individual who
assumes full legal authority and responsibility for operations of the hospltal), medical stq)f, and
administrative officials are responsible and accountable for ensuring the following: ...

(3) That clear expectations for safety are established.

This STANDARD is not met as evidenced by: Based on staff interview and record review there was a
failure of Quality Assurance/Performance Improvement lo effectively evaluate, filly analyze and
Sully implement immediate actions when a significant adverse patient event occurred. (Patient #1)
_Findings include:

On 1/27/15 Patient #! was transferred from the ED to the Medical Intensive Care Unit (MICU) at
4:20 PM. During the process of transferring the patient from the ED stretcher to the MICU bed,
Patient #1 became obtunded (alteved level of consciousness) and in respiratory distress.,

Critical Care physicians rapidly responded and it was determined at approximately 4:25 PM Patient
#1 required intubation for mechanical ventilavion

as a result of respiratory distress/compromise. Nursing staff obtained and brought to the patient'y
room the Rapid Sequence Intubation (RSI) medication box. Meanwhile Respiratory

Therapists and physicians prepared intubation instruments and endotracheal tube for the RSI o
secure an airway for Patient #1.

For the emergent intubation the physician directed via verbal orders specific medications to be
prepared by nursing which included Rocuronium 100mg (a neuromuscular blocker which provides
skelatal muscle velaxation). The physician also ordered Ketaminel00 mg (an ancsthetic agent used
for sedation/analgesic effect with a time to effect of 45 seconds to 60 seconds and duration of 10-20

Y
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minutes for corvect dosing of I to 2 mgrkg) Both medications were ordered to be administered [V
(Intravenously). Nurse #1, assigned to Patient #1 at the time of admission to MICU, documented
s’he adwministered Rocuronium 10D me af 4:46 PM followed by Ketamine. Although the physician
- had ordered Ketamine 1 DO mg. amounting to 1 cc of medication, Nurse #1 drew up the total amount
of the multidose vial of 5¢¢/500 mg of Ketamine and subsequently at 4:46 PM administered the entire
contents of the syringe toialing 500 mg to Patient #1. Per "Adult Resuscitation Record”, at 4:.53 PM
Patient #1 was in cardiac arrest with Pulseless Electrical Activity (PEA) and chest compressions
were stavted. Per Progress Note, Nurse #1 documents: "At approx. 1650 - 1655 (4:50 - 4.55 FM),
realization of overdose of ketamine realized and MD XXXX notified as well as charge nurse, Patient
#1 received additional cardiac drugs, however resuscitation efforts were unsuccessful, the Code
procedure efforts were ended and the patient was pronounced dead at 5: 16 PM.

The attending physician's Progress Note for 1/27/15 at 21:15 states: "I was notified by his/her
bedyide nurse that the paiient was mistakenly given a significantly larger dose aof histher induction
agent of Ketamine than I had ordered. I stated that Ketamine s Ideally the agent we use for patients
with cardiogenic shock or hemodynamic instability as it has the least effects on histher
hemodynamics and least likely to cause low blood pressure! however, I stated that this dose was
higher than I had ordered and was concerned that it may have contributed to his/her poor outcome
ok could not be certain whether if caused hisfher cardiac arrest, but I did note that It may not have
helped, " Shortly after the incident ¢ "Safe Report” was filed (Adverse Event Report}) and on 1/29/15 a
Root Cause Analysis (RCA) was conducted which included staff involved in the event on 1/27/15
along with the Director tor Critical Care, Medication Safety Coordinator, Director of Critical Care
Nursing and a ONPI consultant.

Per interview on 3/16/15 at "12:50 PM, the Director of Patient Safety and Advocacy stated issues
identified during the RCA included the size and eoncentration of the multidose vial of Ketamine used
by Nurse #1. An action plan included the Resuscitation Committee which included pharmacy would
evaluate alternative concentrations of Ketamine such as 100 mg or 200 mg vials and standardize the
dose vial throughout the hospital. This would provide a safety barrier in preventing to larger of a
dose of Ketamine being drawn and administered during a RCI noting Nurse #"1 had drawn and
administered a dose greater then what was prescribed. The Dirvector confirmed, although it had been
49 days since the death of Patient #1, changes had not been made to remove the 500 mg. muitidose
vials of Ketamine from the RGI medication boxes, in exchange for a reduced concentration. The
Director stated one reason prevemting the change was due to a Keiamine drug shortage and
Anesthesia still needed to be consulled regarding the specific concentrations they require.

A second action plan was to developed policy practice guidelines for administering medications
noting that Nurse # 1 had drawn up a larger dose of Ketamine, deviating from the physician order.
Per interview with Nurse #1 on 3/17/15 at 9:30 AM, Nurse #1 confirmed that on 1/27/15 at the lime

10
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of the RSI s/he had anticipated Patient #1 would require movre Ketamine due [0 the palient's weight
50 s/he decided to draw up more then what the physician had orderad. However, Nurse #1 stated "In
the moment, I thought I only had 100 mg. in the syringe". Nurse #1 stated the practice of drawing
more medication then ordered by the physician was something s/he has done throughout histher
nursing practice while working in Critical Care. Deviating from the physician's order during an
emergent procedi:r@ was confirmed by the Nurse Manager of MICU on 1/17/15 at 9:45 AM as still
presently going on with some nurses practicing in MICU.

A third action plan was reinforcing the "closed loop communication"” process between physicians and
the nurse during emergent procedures. The Director of Patient Safety and Quallly confirmed Nurse
#1 did vepeat back io the physician what the verbal order was (Ketamine 100 mg) and acknowledged
100 mg. of Ketamine was being administered, however Nurse #1 pushed intravenously 500 mg.

When determining what had been enacted upon of the 3 avreas identified from the RCA, it was
confirmed muitidose vials of Ketamine 100 mg/Sec still remained in all of the RCI medication boxes
throughout the hospital, Per interview on 3/19/15 at 12:15 PM the Pharmacy Manager for Clinical
Practice confirmed there was a drug shoriage of Ketamine in December of 2009 and was resolved in
2010. The Manager further confirmed if asked in January 2015 to make a change in Ketamine vial
concenirations, various drug concentraiions were and still ave available. Further confirming
Anesthesia Services already has the Pharmacy department providing predawn syringes of Ketamine
Jfor specific needs within Anesthesia services.

A hospital wide education of nurses veinforcing standards of nursing practice regarding following
physician orders and not drawing up more medication then whai was ordered had nol been
addressed. Although the MICU Nursing Council meeting on 2/20/15 discussed the event of 1/27/15
there was a failure to implement g hospital wide directive to nurses regarding drawing up only what
the physician has ordered. In addition, it was further confirmed by the Nurse Manager of MICU on
3/17/15 at 9:45 the nursing practice of drawing up more medication then what was ordered during
an emergent procedure was probably still being performed by some nurses in MICU,

In regards to the "close loop communication”, the Medical Director of Adult Critical Care Services
confirmed on 3/18/15 at 10:15 AM although s’he has brought the incident to the attention of
physicians practicing in MICU, reminding them to continue close commurication practice with
nurses involved during emergent procedures, s/he failed to share the incident and concerns with
Surgical Intensive Care Unit (ICU) or to other directors who provide supervision where Kelamine
may be used during RCI,

It was not until an Immediate Jeopardy situation was determined to exist, when the hospital made the
necessdry changes to assure care was provided in a safe setling. The multidose vigly of 500 mg of

11
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Ketamine were exchanged for 200 mg vials in all RCI medication boxes. Under the Direction of the
VP of Nursing Services the standard of practice related to the administration of medications from a
vial or ampule was reviewed and an educational module was developed and deployed throughout all
nursing services. In addition, the module reinforced the practice of drawing up only the dose
ordered, and the expectation that the "read back” will occur when preparing medications in the
presence of and under the direction of the provider.

*

Action Plan

The plan of correction for each survey deficiency was reviewed by the Vice President
of Quality and Operational Effectiveness with the members of the Academic Medical
Center Committee (AMC). This meeting is comprised of the Physician Chairs of each
healthcare service, the Vice Presidents and Executive Leadership of the University of
Vermont Medical Center (UVMMC). As a result of this review, the improvement
plans were approved for implementation,

A motion that all Root Cause Analysis and accom]janying action plans be presented
for review at the AMC biweekly meeting was approved by the Committee
membership and is in effect as of 4/3/2015.

Effective immediately, the accountable leadet(s) will report Root Cause Analysis
action plans and accompanying timelines at the Weekly Operations Committee
comprised of the Vice Presidents and Executive Leadership of UVMMC,

Effective immediately, a status update of the Root Cause Analysis action plan with
its” accompanying timeline will be provided at the next scheduled monthly Patient
Safety Event Review Subcommittee (PSERS) by the accountable Leaders. The update
ls in addition to the already existing 3, 6 and 12 month root cause analysis reporting
now going to PSERS. The Director of Patient Safety and Advocacy updated the
University of Vermont Medical Center Sentinel/Serious Adverse Event Process Flow
to reflect the new reporting tequirements. The changes were approved by the Chief
Medical Officer on 3/31/15. The changes to the Process Flow were communicated to
the Vice Presidents and Directors on 3/31/2015 by the Director of Patient Safety and
Advocacy.

The University of Vermont Medical Center Medication Order, Delivery,
Administration and Recording (MODAR) policy was revised to include specific
language regarding medication preparation and administration in emergency
gituations. Articulated in this policy were accompanying nursing and physician
practice expectations including the expectations related to preparation of the ordered
dose. Clearly articulated in the referenced policy is the requirement for closed loop
(repeat back) communication with the physician before administering the medication.

12
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The MODAR policy was approved by the Directors of Nursing, the Director of
Pharmacy and the Physician Chair of the Pharmacy and Therapeutics Committee on
4/1/20185,

An educational curriculum that supports practices outlined in the revised MODAR
policy was developed by the Directors of Nursing. The Vice President of Nursing
communicated the expectation that all scheduled staff is required to complete the
eurriculum which includes a tutorial and scenario based competency assessment by
4/16/2015. In addition to this education, related content will be added to new nursing
orientation effective 4/16/2015.

The survey response action plans were reviewed by the Vice President of Quality and
Operational Effevtiveness with the members of the Academic Medical Center
Committee (AMC) on 3/30/15. This meeting is comprised of the Physician Chairs of
each healthcare service, Vice Presidents and Executive Leadership of the University
of Vermont Medical Center (UVMMCQC),

The Chief Medical Officer communicated the medication practice expectations during
an emergency event as outlined in the Medication Order, Delivery, Administration
and Recording policy (MODAR) to the medical staff. Key points highlighted were:
the medication preparation of the ordered dose and accompanying closed loop
communication (repeat back the order, and verify that the medication, dose and route
were heard correctly) prior to administration, This was completed on 4/6/2015.

Our performance in accordance with The University of Vermont Medical Center
Medication Order, Delivery, Administration and Recording (MODAR) policy specific
emergency medication preparation and administration will be monitored through our
internal mock survey process. Performance feedback will be provided directly to
staff/clinicians. 1n addition, data will be provided to Nursing Leadership and the
Chief Medical Officer for any required follow-up action.

The 500 mg ketamine vials located in the intubation kits in the PYXIS machines were
replaced with 200 mg vials of ketamine by the Manager of Pharmacy Clinical
Practice. This change was completed by 2000 on 3/18/15. The ketamine 500 mg vials
were also replaced with ketamine 200 mg vials in the intubation boxes in all code
carts. This change was completed on 3/19/2015.

Revisions were made to The University of Vermont Medical Center Drug Recall and
Shortage policy to include the following: when a drug shortage necessitates the
substitution of the form, concentration, ot size of a product available to meet clinical
needs, a notation of the substitution will be entered into the intemal pharmacy
shortage website. Notated products will be reviewed weekly and when there are
adequate supplies of the original product, a change will be made. This policy was
approved by the Director of Pharmacy on 4/1/2015. The pharmacists and pharmacy

13
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technicians involved in shortage management have reviewed the Drug Recall and
Shortage Policy effective 4/1/15.

¢ The Manager of Pharmacy Clinical Practice revised the University of Vermont
Medical Center Resuscitation Policies to include an appendix that outlines the code
cart contents, Any changes to the code cart contents will require approval by the
Resuscitation Committee. The Resuscitation Committee approved the policy
revisions on 4/3/2015.

s The Manager of Pharmacy Clinical Practice in collaboration with the Director of
Pharmacy formalized the medication kit management processes by creating the
University of Vermont Medication Storage Kit Procedure. The referenced procedure
articulates that medications contained in emergency medication kits will be reviewed
for appropriateness according to published guidelines such as ACLS. In addition,
medications will be supplied in the most ready to administer form and size dose to
meet most patient needs, This was approved by the Director of Pharmacy on

4/1/2013,

s Kit contents will be managed and monitored through the “KitCheck™ system. This
gystem allows for medication tracking of lot number and kit accuracy through the use

of radiofrequency identification tags.

Pre crenc W& ¢
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PLAN OF CORRECTION

A385 482.23 NURSING SERVICES

The hospital must have an organized nursing service that provides 24-hour nursing services, The
nursing services must be furnished or supervised by a registered nurse.

This CONDITION is not met as evidenced by: Based on staff interview and record review, the
Condition of Participation: Nursing Services was not met based on hospital nursing siaff’s failure to
follow physician orders for the administration of an infravenous medication and administering o
dose greater then what was ordered

Refer toTAG: A- 0405

Action Plan

Please note that we are responding to the Conditional Findings at the Standard Level.

L]

An immediate jeopardy situation was identified by the state surveyors on 3/18 during a
survey conducted on 3/16-3/19. The iimnediate jeopardy was removed on 3/18 at 5:05
when a plan to correct the immediate jeopardy was submitted and accepted by the
surveyor teamn. This plan was summarized in a letter and read as follows:

As part of our plan for immediate correction of the findings stemming from the
survey conducted beginning on March 16th, the following changes have been
implemented: On 3/18/15, under the direction of the Vice President of Nursing the
standard of practice related to the administration of medications from a vial or
ampule was reviewed and an educational module was developed and will be
deployed by 1630 on 3/18/15. The module reinforces the practice of drawing up only
the dose ordered, and the expectation that the "read back" will oceur when preparing
medications in the presence of and under the direction of the provider. All nursing
staff will be required to attest that they have completed the educational module prior
to the delivery of patient care. In addition, the 500mg ketamine vials located in the
intubation kits in the PYXIS machines will be replaced with 200 mg vials of
ketamine by the Manager of Pharmacy Clinical Practice. This change will be
completed by 2000 on 3/18/15.

15
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PLAN OF CORRECTION

A405 482.23(c)(1), (c)(1)([i) & (¢)(2) ADMINISTRATION OF DRUGS

(1) Drugs and biologicals must be prepared and administered in accordance with Federal and State
laws, the orders of the practitioner or practitioners responsible for the patient's care as specified
under §482.12(c), and accepted standards of practice.

(i) Drugs and biologicals may be prepared and administered on the orders of other practitioners not
specified under §482..12(c) only if such practitioners arve acting in accordance with State law,
including scope of practice laws, hospital policies, and medical staff bylaws. rules, and regulations.

(2) ANl drugs and biclogicals must be administered by, or under supervision of, nursing or other
personnel in accordance with Federal and State laws and regulations, including applicable licensing
requirements, and in accordance with the approved medical staff policies and procedures.

This STANDARD s noi met as evidenced by: Based on stqff interview and record review, a
Registered Nurse (RN) fatled to prepare and adminisier a medication in accordance with the orders
of the practitioner responsible for the patient's care and in accordance with hospiil policy and
standards of nursing practice for 1 of 10 applicable patienis, (Patient #1) Findings include:

Per racord review, Patient #1 sought treatment in the Emergency Depariment (ED) on 1/27/15 after
experiencing 3 days of shortness of breath with consiriction when breathing and complaining of not
being able to catch a good breath, especially if aitempting to ambulate. A1 the time of admission to
the ED Patient #1, age 55, was hypotensive (low blood pressure) and required the assistance of
BiPAP (Biphasic positive airway pressure) machine to assist with breathing. A portable chest x-ray
taken at 1:03 PM confirmed Patient #1 was experiencing pulmonary edema and possible pneumonia
and the patient was administered a diuretic to treat fluid retention and antibiotics for pneumonia, At
3:11 PM, Patient #1 was evaluated by Critical Care physicians and it was determined the patient
required admission.

Per Progress Note, Patient #1 was transferred from the ED to the Medical Intensive Care Unit

(MICU) at 4:20 PM. During the process of transferring the patient from the ED stretcher to the

MICU bed, Patient #1 became obtunded (altered level of consclousness) and was in respiratory -
distress. Critical Care physicians rapidly responded and it was determined at approximately 4.:25

PN Patient #1 required intubation for mechanical ventilation as a result of respiratory
distress/compromise. Nursing staff obtained and brought to the patient's room the Rapid Sequence

Intubation (RSI) medication box. Meanwhile Respiratory Therapists and physicians prepared

intubation instruments and endotracheal tube for the RSI
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For the emergent intubation, the physician directed via verbal orders specific medications to be
prepared by nursing which included Rocuronium 100mg (a newromuscular blocker which provides
skeletal muscle relaxation). The physician alse ordered Ketaminel 00 mg {an anesthetic agent used
Jfor sedation/analgesic effect with a time o effect of 45 seconds lo 60 seconds and duration of 10-20
minutes for correct dosing of 1 to 2 mg/kg) Both medications were ordered to be administered 1V
(Intravenously). Nurse #1, assigned to Patient #1 at the time of admission to MICU, documented s/he
administered Rocuronium 100 mg at 4:46 PM followed by Ketamine. Although the physician had
ordered Ketamine 100 mg. amounting to 1 ce of medication, Nurse #1 drew up the total amount of
the multidose vial of 5cc/500 mg of Ketamine and subseguently at 4:46 PM administered the entire
contents of the syringe totaling 500 mg to Patient #1. Per "Aduit Resuscitation Record”, at 4:53 PM
Patient #1 was in cardiac arresi with Pulseless Electrical Activity (PEA) and chest comp}'essiorw
were started Per Progress Note, Nurse #1 documents: "4t approx 1650 - 1655 (4:50 - 4.55 PM),
realization of overdose of ketamine realized and MD XXXX notified as well as charge nurse”. Patient
#1 received additional cardiac drugs, however resuscitation efforts were unsuccessful, the Code
procedure gfforts were ended and the patient was pronounced dead at 5:16 PM.

The attending physician's Progress Note for 1/27/15 ai 21:15 states: "I was notified by his/her
bedside nurse that the patient was mistakenly given a significantly larger dose of his/her induction
agent of ketamine than I had ordered. I stated that Betamine is ideally the agent we use for patients
with cardiogenic shock or hemodynamic instability as it has the least effects on his/her
hemodynamics and least likely to cause low blood pressure; however, | stated that this dose was
higher than I had ordered and was concerned that it may have contributed to his/her poor outcome,
Could not be certain whether it caused his/her cardiac arrest, but I did rnote that it may not have
helped. "

Per interview on 3/17/15 at 9:30 AM, Nurse #1 confirmed that on 1/27/15 ai the time ot the RS! sthe
had thought Patient #1 may require increasing doses of Ketamine to achieve the desired gffect and
therefore drew up more of the drug in the syringe in anticipation that the physician would order
mare to be administered during the procedure. However, Nurse #1 stated "In the moment, I thought I
only had 100 mg. in the syringe”. Nurse #1 stated the practice of drawing more medication than
ordered by the physician was something sthe has done throughout his/her nursing practice while
woriing in Critical Care.

The nursing practice of drawing up more medication then what was ordered was further confirmed
by the Nurse Manager of MICU on 3/17/15 at 9:45 AM noting, a lot of nursing staff probably draw
up more medication than what the physician has ordered, especially during an emergent patient
situation, Per interview on 3/17/15 at 1:22 AM, MICU Nurse #2 stated when a physician gives a
verbal order for ¢ medication. During an intubation or cardiac arrest, s/he would repeat the order
buck to the physician for confirmation. After preparing the medication a label Is applied to the
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syringe which would state the drug, the amount drawn up in a syringe and the concentration of the
drug. Nurse #2 also confirmed, at times, sfhe would draw up exira medication then what was
ordered. The ED Nurse Manager stated, during interview at 3:38 PM on 3/17/15, that although
his/her practice, during R8I, was to draw up just the amount of medication orderved by the physician,
there might be times when s/he would draw up move medication in the syringe in anticipation that the
Physician might order sequential doses. However, per interview on 3/18/15 at 10.15 AM the Medical
Director of Adult Critical Care Services acknowledged the drawing up of more medication by nurses
then what the physician has ordered during an emergency procedure creates "..a polential for
error”,

Per interview on 3/17/15 at 2:05 PM, the Vice President (VP) of Nursing stated s'he was aware of
the situation regarding the overdose of Ketamine by Nurse #1 in the MICU and had reviewed the
Root Cause Analysis but presently had not provided any divection regarding the case. The VP of
Nursing alse Stated the practice velated to medications is"--- you draw-up what the order is and thai
is what is expected ...” of nurses. Per hospital policy Intravenous Medications; Preparation and
Administration of> by RNs and LPNs published on 7/29/14 states” 3. A RN will adminisier
medications via 1V push as ordered by a physician and dispensed by ihe pharmacy.”

Action Plan

¢ The University of Vermont Medical Center Medication Order, Delivery,
Administration and Recording (MODAR) policy was revised to include specific
language regarding medication preparation and administration in emergency
gituations. Articulated in this policy were accompanying nursing and physician
practice expectations including the expectations related to preparation of the ordered
dose. Clearly articulated in the referenced policy is the requirement for closed loop
(repeat back) communication with the physician before administering the medication.
The MODAR policy was approved by the Directors of Nursing, the Director of
Pharmacy and the Physician Chair of the Pharmacy and Therapeutics Cormmittee on
4/1/2015.

s An cducational curriculum that supports practices outlined in the revised MODAR
policy was developed by the Directors of Nursing. The Vice President of Nursing
communicated the expectation that all scheduled staff is required to coinplete the
curriculum which includes a tutorial and scenario based competency assessment by
4/16/2015. In addition to this education, related content will be added to new nursing
orientation effective 4/16/20135.

* The survey response action plans were reviewed by the Vice President of Quality and
Operational Effectiveness with the members of the Academic Medical Center
Committee (AMC) on 3/30/15, This meeting is comprised of the Physician Chairs of
each healthcare service, Vice Presidents and Executive Leadership of the University
of Vermont Medical Center (UVMMC).

18
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e The Chief Medical Officer communicated the medication practice expectations during
an emergency event ag outlined in the Medication Order, Delivery, Administration
and Recording policy (MODARY) to the medical staff, Key points highlighted were:
the medication preparation of the ordered dose and accompanying closed loop
communication (repeat back the order, and verify that the medication, dose and route
were heard correetly) prior to administration. This was completed on 4/6/20135.

« COur performance in accordance with The University of Vermont Medical Center
Medication Order, Delivery, Administration and Recording (MODAR) policy specific
emergency medication preparation and administration will be monitored through our
internal mock survey process. Performance feedback will be provided directly to
staff/clinicians. In addition, data will be provided to Nursing Leadership and the
Chief Medical Officer for any required follow-up action. :

yea P [iC aceapnts Tl
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PLAN OF CORRECTION

A 49048225 PHARMACEUTICAL SERVICES

The hospital must have pharmaceutical services that meet the needs of the patients, The institution
must have a pharmacy directed by a registered pharmacist or a drug storage area undey competent
supervision. The medical staff is responsible for developing policies and procedures that minimize
drug errors. This function may be delegated to the hospital's organized pharmaceutical service.

This CONDITION is not met as evidenced by: The Condition of Participation: Pharmacy Services
was riot met due Lo the failure of Pharmacy Services to act in a timely manner to ensure patient sqfety
by replacing high dose vials of Ketamine within all applicable and high risk areas throughout the
hospital .

Action Plan

Please nole that we are responding to the Conditional Findings at the Standard Level,

» An immediate jeopardy situation was identified by the state surveyors on 3/18 during a
survey conducted on 3/16-3/19. The immediate jeopardy was removed on 3/18 at 5:05
when a plan fo correct the immediate jeopardy was submitted and accepted by the
surveyor team. This plan was summarized in a letter and read as follows:

As part of our plan for immediate correction of the findings stemiming from the
survey conducted beginning on March 16th, the following changes have been
implemented: On 3/18/15, under the direction of the Vice President of Nursing the
standard of practice related to the administration of medications from a vial or
ampule was reviewed and an educational module was developed and will be
deployed by 1630 on 3/18/15. The module reinforces the practice of drawing up only
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the dose ordered, and the expectation that the "read back" will occur when preparing
medications in the presence of and under the direction of the provider. All nursing
staff will be required to attest that they have completed the educational module prior
to the delivery of patient care. In addition, the 500ing ketamine vials located in the
intubation kits in the PYXIS machines will be replaced with 200 mg vials of
ketamine by the Manager of Pharmacy Clinical Practice. This change will be
completed by 2000 on 3/18/15.

PI.AN OF CORRECTION

A 500 482.25(b) DELIVERY OF DRUGS

In order to provide patient safety, drugs and blologicals must be comtrolled and distributed in
accordance with applicable standards of practice, consistent with Federal and State law.

This STANDARD is not met as evidenced by: Based on observations, interview and record review the
Pharmacy Services failed to act in a timely manner to ensure patient safety by replacing high dose vials
of Ketamine within all applicable and high risk areas throughout the hospital. (Patient #1) Findings
inchide:

During an emergent intubation of a patient in MICU on 1/27/15 the physician directed via verbal orders
specific medications to be prepared by nursing which included Rocuronium 100mg (a neuromuscuiar
blocker which provides skeletal muscle relaxation). The physician also ordered Ketaminel (0 mg (on
anesthetic agent used for sedation/analgesic effect with a time to effect aof 45 seconds to 60 seconds and
duration of 10-20 minutes for correct dosing of 1 to 2 mg/kg}l Both medications were ordered to be
administered 1V (Tntravenously). Nurse #1, assigned to Patlent #1 at the time of admission to MICU,
documented s'he administered Rocuronium 100 mg at 4:46 PM followed by Ketamine. Although the
physician had ordered Ketamine 10D mg. amounting to 1 cc of medication, Nurse #1 drew up the total
amount of the multidose vial of 5¢¢/500 mg of Ketamine and subsequently at 4:46 PM adminisiered the
entire contents of the syringe totaling 500 mg to Pailent #1. Per "Adult Resuscitation Racord”, at 4.53
PM Patient #1 was in cardiac arrest with Pulseless Electrical Activity (PEA) and chest compressions
were Started. Per Progress Note, Nurse #1 documents: "At approx 1650- 1655 (4.50- 4:55 PM)
realization of overdose of ketamine realized and MD XXXX notified as well as charge nurse”. Patient #1
received additional cardiae drugs, however resuscltation efforts were unsuccessful, the Code procedure
efforts were ended and the patient was pronounced dead at 5:16 PM.

Per intarview an 3/16/15 at 12:50 PM, the Director of Patent Safety and Advocacy staled issues
identified during the RCA included the size and concentration of the multidose vial of Ketamine used by
Nurse #1. An action plan included the resuscitation Committee which included pharmacy would evaluate
alternative concentrations of Ketamine such as 100 mg ov 200 mg vials and standardize the dose vial _
throughout the hospital. This would provide a safety barrier in preventing a larger dose of Ketamine
being drawn and administered during a RGI, noting Nurse #1 had drawn and administered a dose
greater then what was prescribed. The Director confirmed although it had been 49 days since the death
of Patient #1, changes had not been made to remove ihe 500 mg. mullidose vials of Ketamine from the
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RGI medication boxes, in exchange for a reduced concentration, The Director stated one reason
preventing the change was due to a Ketamine drug shortage and Anesthesia still needed to be consulted
regarding the specific concentrations they require. Per observation in MICU on 3/17/15 at 8:40 AM, the
RGI medication baxes still contained Ketamine 100 mg/5 cc multidose vials.

Per interview on 3/16/13 at 4:10 PM a pharmacist who is the medication safety coordinator confirmed
s/he was involved with the RCA and was working on an action plan 1o replace the multidose vials of 500
mg of Ketamine. "We are pretty close to the result of having a 10 mg/ml vial and 20 cc vial (200 mg)"
and further noting the ICUs never use more than 200 mg of Ketamine during an event, The pharmacist
also acknowledged a shortage of Ketamine and that fierther discussions with Anesthesia Services was
needed prior to making any changes in Ketamine concentration. The pharmacist further acknowledged
proper medication administration is looking at the vial and making sure you have the right dose,

Per interview on 3/17/15 at 1:00 PM, the Chief of Anesthesiology ackmowledged Anesthesia Services has
2 concentrations of Ketaming, 10 mg/l cc and 100 mg/1 cc available for the provision of patient care.
The Chief of Anesthesiology stated several years ago his/her service requested pharmacy to provide pre-
drawn syringes of Ketamine, very low doses of Ketamine 0.1 and 0.2 mg/kg used as an adjunct to reduce
opioid dosing. Anesthesia Services does have access to Ketamine 100 mg/l cc in Pyxis (automated

medication station) but there are aleris to assure the right dose is being used.

Per interview on 3/19/15 at 12:15 PM the Pharmacy Manager for Clinical Practice confirmed there was
a drug shortage of Ketamine in December of 2009 and was resolved in 2010. The Manager further
confirmed if asked in January 2015 to make a change in Ketamine vial concentrations, vavious drug
concenirgtions were and still are available. Further confirming Anesthesia Services already has the
Pharmacy department providing predawn syringes of Ketamine for specific needs within Anesthesic
services. On 3/19/15 12:10 PM, the Pharmacy Manager for Clinical Practice confirmed Ketamine 500
mg mutidose vials had been removed from all the RCI boxes and replaced with 200 mg Ketamine vials.

Action Plan

» The plan of correction for each survey deficiency was reviewed by the Vice President
of Quality and Operational Effectiveness with the members of the Academic Medical
Center Committee (AMC). This meeting is comprised of the Physician Chairs of each
healthcare service, the Vice Presidents and Executive Leadership of the University of
Vermont Medical Center (UVMMC). As a result, the plans were approved for

implementation.

¢ A motion that all Root Cause Analysis and accompanying action plans be presented
for review at the AMC biweekly meeting was approved by the Committee
membership and is in effect as 4/3/2015.

e Effective immediately, the accountable leader(s) will report Root Cause Analysis
action plans and accompanying timelines at the Weekly. Operations Commiitee
comprised of the Vice Presidents and Executive Leadership of UVMMC.

» FEffective immediately, a status update of the Root Cause Analysis action plan with
its’ accompanying timeline will be provided at the next scheduled monthly Patient
21
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Safety Event Review Subcommittee (PSERS) by the accountable Leaders. The update
is in addition to the already existing 3, 6 and 12 month root cause analysis reporting
now going to PSERS. The Director of Patient Safety and Advocacy updated the
University of Vermont Medical Center Sentinel/Serious Adverse Event Process Flow
to reflect the new reporting requirements. The changes were approved by the Chiefl
Medical Officer on 3/31/15, The changes to the Process Flow were communicated to
the Vigce Presidents and Directors on 3/31/2015 by the Director of Patient Safety and
Advocacy. ‘

¢ The 500 mg ketamine vials located in the intubation kits in the PYXIS machines were
replaced with 200 mg vials of ketamine by the Manager of Pharmacy Clinical
Practice. This change was completed by 2000 on 3/18/15. The ketamine 500 mg vials
were also replaced with ketamine 200 mg vials in the intubation boxes in all code
carts. This change was completed on 3/19/2015.

¢ Revisions were made to The University of Vermont Medical Center Drug Recall and
Shortage policy to include the following: when a drug shortage necessitates the
substitution of the form, concentration, or size of a product available to meet clinical
needs, a notation of the substitution will be entered into the internal pharmacy
shortage website. Notated products will be reviewed weekly and when there are
adequate supplies of the original product the change will be made, This policy was
approved by the Director of Pharmacy on 4/1/2015, The pharmacists and pharmacy
technicians involved in shortage management have reviewed the Drug Recall and
Shortage Policy ¢ffective 4/1/185,

s The Manager of Pharmacy Clinical Practice revised the University of Vermont
Medical Center Resuscitation Policies to include an appendix that outlines the code
cart contents. Any changes to the code cart conlents will require approval by the
Resuscitation Committee. The Resuscitation Committee approved the respective
policy revistons effective 4/3/2015.

e The Manager of Pharmacy Clinical Practice in collaboration with the Director of
Pharmacy formalized the medication kit management processes by creating the
University of Vermont Medication Storage Kit Procedure. The referenced procedure
articulates that medications contained in emergency medication kits will be reviewed
for appropriateness according to published guidelines such as ACLS. In addition,

inedications will be supplied in the most ready to administer form and size dose to
meet most patient needs. This was approved by the Director of Pharmacy on
4/1/2015.

» Kit contents will be managed and monitored through the “KitCheck™ system. This
system allows for medication tracking of lot number and kit accuracy through the use

of radiofrequency identification tags.
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April 2, 2015

J. William Roberson

Associate Regional Administrator

Northeast Division, Survey & Certification
Departtnent of Health and Human Services
Centers for Medicaire and Medicaid Services
JKF Federal Building, Government Center
Room 2325

Boston, MA 02203

Re: CMS Certification Number: 470003
Survey ID: 9HZ611, 03/19/2015
Initial Notice of Termination

Dear Mr. Roberson,

1 am submitting Form CMS -2567 and the attached Plan of Correction in response to the
Statement of Deficiencies from the survey completed by the State of Vermont Division of
Licensing and Protection on March 19, 2015,

The Univetsity of Vermont Medical Center is committed to continuously improving the quality
of care and services we provide to our patients. As part of our ongoing performance
improvement efforts [ have attached our response to the regulatory deficiencies cited,

If you have any questions regarding the attached Plan of Correction or require further
clarification, please do not hesitate to contact me.

Sincerely,

Ao flrer—

Arnna Noonan

Vice President, Jeffords Institute for Quality
The University of Vermont Medical Center
111 Colchester Avenue

Burlington, Vermont 05401

Phone: B(2-847-4970

Fax: 802-847-6274

JelfTorils Lnstitute Tor Quallty
1 South Prespect Sireet Campus | 1T Colehester Avenue, Burlingtan, VT 05201 | UYMHealth.org/MedCenter
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Continuéad From page 1

Condition of Particlpation: Pelient Rights was nat
mel as evidenced by 1he hosplal's fallure o
gnsura tha provision of patient care wag safely
provided during an emergengy procadure
gonduoted in the Medloal Intensive Care Unit for
1 appllcable patlent,

Reler o Tag: A- 0144 & 256
482.13(cH(2) PATIENT RIGHTS: GARE IN BAFE
SETTING

The patlent hga the right ta recgliva care In a safa
setling.

Thiz STANDARD ly nat met az evidencad by:
Bazad on stafi nterview and record review the
hosplial falled 1o ensure the provision af patiznl
care was safsly provided during an emsrgancy
procedure eanductad In the Medical intanziva
GCara Unlt for 1 applicabla patlent. {Patlent ¥1)
Findingy inciude:

Par record review, Pattent #1 sought traaiment in
the Emergency Deparimant {ED} on 1/27/1E afier
experlenoing 3 days of shortnass of breath with
gonstriction whan breathing and complaining of
not being ble 1o catch & good bresth, espacially
i attampting to ambulate. At the tims of
admisslon 1o tha ED Patlent #1, age 65, was
hypotanalve (low blood prageure} and requirad
the assistance of BIFAP (Blphpslo poultive sirway
pressure) frachine to aselst with breaihing, A
portable chest X-ray taken ar 1;03 PM conflrmad
Eailant #1 was experiancing pulmorary edema
and posasible pneumania and the pationt was
atdrninistarad a diyratic to treat flukd retention and
antliblotica for pneumonla. Al 3111 PM, Pallant #1
was ovaluated by Critical Care physiolans and it
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.| Rocuronlum 100mg (& neuromusoular blocker

Contliuad From page 2
was determined the patient required admission,

Per Progress Note, Patiem #1 was transferred
from the ED to the Medioal Intenalve Cars Unit
(MICU) at 4:20 PM. During the process of
transferring the patient from the ED-stretcher to
the MICU bed, Fatlent #1 barama oblunded
{altored lovei of conacloveness) and waa In
resplratory digiresa, Critlcal Gare physiclans
rapldiy rasponded and it was detorm ined at
approximataly 4125 PM Patlent #1 required
Intubation for mechanical ventilation &s & result of
respliatory distrese/compromise. Nursing staft
obiainad and brought 10 the patlent's room the
Rapld Sequence Intubation (ARSI medioation box.
Meanwhile Raspiratory Therapiats end phystolans
praparad tntubation instruments and andatracheal
e {or tha RS) {a standard of care in amargahcy
girway management for intubations not
anticipated 1o ba ditficult when medicatlons are
administared slmultanacusiy to rendsr a patlent
unconsclaus 10 feoliltate andotracheal intubation}.

Far the emergent Inlubatlon, the physician
directed via verbai arders specific madioations 1a
ba preparad by nursing which Included

which proevides skaletal muscla ralaxalion). The
physiclen algo arderad Ketaminai00 mg {an
anssthetio agent uaed for sedation/analgesis
aHact with & lima o elect of 45 seconds 1o BO
saconds and dination of 10-20 minutes for
correct dosing of 1 10 2 mg/kg). Both madications
wera drderad 1o be adminiaterad [V
{Intravanouely), Muras #1, asslgrad 10 Pallent #1
at the Hme of admisalen to MICU, dooumented
she siministared Rocuronium 100 mp at 4:48
PM followsd by Ketamine. Although the physiclan

had ordered Katamine 100 mg, amountingta 1 co
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A 144

| teauscitatian efforts were unsuccessful, the Code

Gominued From page 3

of meadicatlon, Murse #1 drew up the total
amuurt of the muliidose viai of 566/500 mg of
Ketamine and subsequently al 4:46 PM
administered the antire gontants of tha sytinge
totaling 600 mg to Pationi #1. Per "Adult
Resuscltation Record”, at 4:53 PM Patlent #1 was
In cardinc arrest with Pulselaze Etectrical Activity
{FEA) and chest comprasslons wera slartad. Per
Progross Nols, Nures #1 doouments: “At approX
1860 - 1855 (4:50 - 4:5% PM), realizatlun of
ovardose of ketamine realized and MD

noiifled as wall a8 oharge nurse", Pationt #1
regeived addltional cardiac drugs, bowever

pracedure affarts wore ended and 1he patlant was
pranounced dead at 6:16 PM,

The attending physlclan's Pragress Note for
1/27/156 at 21:15 s\ates; "} waa hotifled by histher
bedside nurse that the pallent wag mistakenty
given a signifloantly larger dose of hls/her
induciion agen of Ketaming than | had ordered. |
atated that Ketamine is ideally the agent we use
for pallents with cardioganio shook ar
hamodynamio netability as it has the least affacty
on his/har hamodyaamies and least likely to
cause low bload prossure; howsver, | statad that
ihie dosm was bighes then } had ordered and wag
concarmed that it may have contributed to hismer
poor outcoma....d oould not be certaln whather il
caurad his/hor cardiag arrest, but § did note that &t
iy not have helpad.”

Por interview on 3 TAE at 9:30 AM, Nursa #
canfirmed that on 1/27/15 al the time of the ASI
s/he had thought Patlent #1 may raguire
Increasing doses of Ketamina to achleve tha

Al44

dusired effaot and thergfore drew up mars of ihe
drug In tha syringe o aniicipation ihat the ‘

-
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Condinued From page 4

physigian would ordar more 16 be adminlsterad
during the prooedura, However, Nurge #1 atated
"In the moment, | thought | only had 100 mg. In
tha syringe®. Murae #1 statad tha practies of
drawing more medioation than orderad by the
physicien was somsthing o/he has done
throughout hig/her nursing practica while working
In Critical Gars.

'fhe nuraing practice of drawlng up mora
modivation then what was orderad was furtheg,
confirmed by the Nuree Manager of MICU on
3/17/16 at 845 AM noting, a tot of nureing siaf!
probabiy draw up more mediceiion Wan what tha
physician hag ordared, aspacially durlng en
emergent patiant aituation, Per interview on
/17113 gt 11:22 AM, MICLU Nurse #2 slated when
a physlelan glves a verbal order for a medieation
during an Intubation or oardize arest, &/he would
repeat the arder back to the physlclan for
eoniirmation. Aftar preparing the medication a
label = applled 1o the syringe which would state
Iha drug, }he amouni drawn up in a syringe and
the cancentration of jhe drug. Nurse #2 glEQ
confirmed, at imes, s/ho wollkd draw Up Bxirg
medication thert what was ordered. Ths ED
Nurse Manager statad, during interview at 3:38
PM on 8/17/15, that although hisfhar practice,
during ARSI, was to draw up [ust the amount of
medication ordered by the physiclan, there might
be timaa when afhe would draw up mare
madlcation In the syrings In anticipation that they
physlclan might order saguentlal doses.

Parintervlew an 3/17/15 et 2:06 PM, the Vice
Frasident {VF) of Nursing stated s/ha was aware
af tha situation regarding the overdose of
Ketaminge by Nurse #1 in the MICU and had

reviawed the Root Ceuse Analysis but prasantly
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had not provided any direetlon regerding the
¢age. Tha VP of Nursing also stalsd tha praotice
related to medications I *., you draw up whattha
otder | and that Is what Is expeqted..." of nurses,

{n addition, aithaugh & Aoal Cauge Analyis
(RCA) wag developed on 1/29/15 and 3 action
plans were farmulated to improve patlent safety
and nursing practice, as of 3/17/18 nane of the
plans had beon initiated. it was not until an
Immadiate Jeopardy wag detormined to exist on
5/18/15 the hospltal took immediale corrective
ection o shBure patiant aafety by replacing
Katamine $00 mg multidosa vials with 200 mg.
viale in all ACI madicstion kits; Nursing Services e
racalved direction regarding drawlng up only the
dosa ordorad by providers and 8 review of "read |
breck" procons was relnforeed, . AV Alat 5;0 Ty ™ |

fajar lo Tags: A-0206; 0405 & 500

A263| 482,21 QAP Az6a P ¥

The hospital must deveiop, implement and Coneens)
malmain an affactive, ongoing, hospltal-wids,
data-griven quailly assessment and parformance
improvament prograum.

The hospitai's governing body Must ansura that
tha program raflectd the complaxity &f the
hospital’s erganization and sarvioes; Invoives al
hosphal departments and services {including
those saervices furnished under contract or
arrangament); and foouses on indlcators related
1o lmproved heallh culcomes and tha prevention
and ragduction ot medical arrors.

Tha hospital must maintain and demonstrat '
avidance of Jis QAPI program for reviaw by CMS.
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A 283 | Continuad Fram pags € A 283 . ‘

This CONDITION I8 not met as avidanced by: ‘
Tha Condition of Partiolpation: Qualily Assurance .
and Perfoermance Improvement (QA/PI) was not
mat a8 evidenced by the tallure of the hospital to
iImplament an effactive hespilal-widk azllon plan -
after a eigniticant adverse patlent event had
coourrad.

Refer 10 Tag - A- 0288, 0405 6 500
A 288 462,21(a), (c)(2), (8)(3) PATIENT SAFETY A 268

{a) Standard: Program Scope

(13 Tha program n?ust Includs, but hot be Himtted ‘5@{—

1o, an engalng pragram that showa measurable FrrAC (.5-6‘0
improvament In Indicators for which tgere is
avidanca that [t will ... Idantify and reduca

medical erfora. M\, bp

{2) The hoapital must measure, analyze, and
track ...adverse palient events .., CDJV'C’;UT"M

Wiy

{c) Program Actlvilias .....

{2) Parformance Improvement activilies mus{
{rack medieal ertors and adverse pa¥ant events,
andlyze thalr causss, and implament praventive
aotlons and mechaniams that include (eadback
and laaening throughaut The hospltal,

fa) Executive Responslbilties, The hospltal's
governing bedy (or organized group or fadividual
who assumes full tega! authority and respansibliity
for aperationa of the haspltal), medios! stalf, and
adminizirative offlclala ars responalblo and
accountahle far ensuting tha {altowing: ...

(4) That ciaar axpectations far safety are
aatabiished,
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This STANDARD |2 not met aa evidenced by:
8Snsad opn stafl Interviow and racord review thara
was & fallyre of Quallly Assurance/Parformancs
fmpraovemant o sffectively eveluate, Tilly analyze
and fully iImplement immedlats aclions when a
glgniflcant advaraa patiant evant occurred.
{Patient #1) Findings Include:

On 1/27/16 Patlent #1 wae transferrad from the
&D to the Medical Intangive Gare Unit (MICU) at
4:20 PM. Quring the procass of transierring the 54_{; &0
patient fromt the ED siratcher ta tha MICU bed, P({/W B \{-.
Patient #1 becams oblunded (aterad lavel ot Ik"ﬁ

sansclousness} and in respirarory distress, (_‘_
Critioal Care physiclana rapidly respondad and [t ?Lfﬂ'ra
was determined at approximately 425 PiM Patiant

#1 required Intubation {or meahationl ventilation C‘bw
as a result of rasplratory distress/compramias,
Nurging stafl ohtained snd brought ta the patient's
room the Rapld Sequance Intubation [AS])
madication box. Maanwhlle Respiratory . t
Tnerapleta and physiclans prapared Infubation
ingtruments and andovacheal tube for the RSt to
sacure an &lrway for Patlent 1.

For the emargent Intubation tha physiclan
directed via verbel prders specitiz nedleations to
be preparad by nurslng which Included
Rocuronium 100mg (& neurdmusculs=r Blacker
which provides skeistal muscla relaxaton). The
physician atao ordered Katamina100 mg (an
anasthatlc agent used for sedation/analgeeio
effact with a time to eflect of 45 seconds 1o 50
gaconds and durallon of 10-20 minutes for -
aorrect dostng af 110 2 mgfkg) Both meadlcallons
ware ordarad ta be administarad IV
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Contlnuad From page 8

{imravenously), Nurse #1, agsigned 1o Patisnt #1
at tha time of admission to MIGU, documented
g/he administersy Roourontum 100 mg at 4:48
PM followead by Kataming. Although 1he physiclan
had ordered Ketaming 108 mg, amounting to 1 ¢o
of madication, Nurge #1 drew up the tolal

amount of the multidoss vial of 5c0/500 mg of
Katamlne and subsequently at 4:46 PM
administerad the envire contents of 1he ayringe
totaling 500 mg to Patlent #1. Per "Adult
Resuscliation Racord”, at 453 PM Patient #1 wae
in oarciac arrea! with Pulseless Elecirical Activity
(PEA) and chest compreeslons were startad. Par
Progress Note, Nurge #1 documanta: "At approx
1650 - 1666 (4:60 - 4:65 PM), reallzation of
overdose of ketamine realizad and MD XXXX
notified as wall a5 charge nurasg”, Patlent #1
recaivad additional cardlec druga, howaver
resuscitation sfforls weors unauccessiul, tha Code
procedure atforts were ended and the patient was
pronounced dead at 5118 PM.

The aitending physicien's Progress Noie for
1/2715 at 21415 states: " was notliied by histher
badslde nurse that tha patlent was mistakenly
givan a signifloantly larger dosw of hig/her
induction agent of Ketamlne than | had ordered. |
atetad that Kalaming I3 ideally the agent we use
for pallents whh cardlogenlo shock or
hamodynamic lnstabillty as it has lhe least sffects
on his/her hemodynamlica and lsast likely o
cause low blpod presaure; however, | stated that
this doge was higher than | had grdered and was
goncorned that it may have aontributad to his/her
poor outeoma.....| could not be certaln whethar It
saused his/her cardiag arrast, but t did note that it
may not have halped." Shartly afler the inoldent a
"Safe Aeport” was flod (Adverse Event Report)

&nd on 1/28/16 a Root Cause Analysis (ACA) was
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A 286 | Continued From page 8 _ A 2686
tonducted which includad siaff lnvolved In the
svant on 1/27/15 along with tha Direotor for
Crideal Care, Medication Sefety Coardinator,
Director of Ceitical Care Nursing and & QA/PI
oonguttant,

Per interview ort 31 @/15 at 12,50 PM, the
Direotor of Patlent Safety and Advocacy stated
{sayas ldentilied during the FICA included the alze &

and conaentrailon of the mullldose vial of &0
I<etamine used by Mutse #1, An actlan plan . WMW
included the Aesuscitation Committes whioh

Included phatmacy wauld svafuate alternative
gonoentrations of Ketantne such as 100 mg or \J‘Q
200 mg vials and standardize the dose vial Y

throughuut the hoeplial. This would provide a MV\,

"f“jtﬁl’lnf

sately barrler In preventing to larger of a doae of
Ketamine being drawn and administered dufing a
RC! noting Nurae #1 had drewn and adrinlstered
& dosg greater than what was prascilbad. The
Diraotar canfirmed, aithough it had been 49 days
gince the tdeath of Patiant #1, changes had not
baan mads to rermove the 500 mp. multidose
vials of Ketamine from the ACI medication boxas,
In exchanga for a reduced concenalion. The
Director #iated ons rsasen preventing the changs
was due to & Ketamine drug shariage and
Anaethesia allll neaded to be conaulterd regarding
the spscitic concentratlons thay raguira.

A second action plan was to daveloped policy
practica guldalines for administering medicallong
nating that Nuree #1 had drawn up a larger doss !
of Kstamine, daviating from the phyzlolan order,
Per Imterview with Nuraa #1 on 3/17/15 at 5:30
AM, Nurse #1 confirmed that on 1/27/15 at tho .
time of tha RSI 5/tie had antlolpated Patent #1 ’
wauld require mora Katamine due to the patlent's
weight 20 g/he declded to draw up mara then

POAM OMB-2007(0R-E8) Voralonw Oboolet Gvanl ID1EH2EM Paeatity 1D: 410008 It continuallon shost Pags 10 of &1
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what the physlolan had ordered, However, Nuraa
#1 awatad "In the momant, | thoughit | only hed
100 mg. In tha syringe". Nurge #1 stated the
practice of drawlng more madication lhen ordarad
by the phvalolan was somathing sfhe hag done
throughout his/nar nursing practioe while working
n Critloel Care, Deviating form the physiclan's
order during an amergent proggdure Was
confitmed by the Nurse Managar of MICLU on
11716 a1 8:45 AM a8 etil presenily golnpg an
with soma nurses pradlicing In MICU.

Atnird acton plan was reinforoing the “closed
loop eommunicetion® process betwasn phyalelans
and the nurse during emergent procedores, The
Diractor of Patient Safety and Quality confirmed
Murae #1 did repeat bach ta the physlcian what
he verbal grder was (Ketamine 100 mg) and
acknowlsdgat 100 mg. of Ketamine was heling
administerad, however Nurae #1 pushead
Intravapously £00 mg.

When determining what had baen enacted upon
of the 3 areas [dentfled from tha ACA, it was
confirmed multidose vials of Ketamtne 100
mg/5ee sl ramainad |n all of the AG) madicstlon
boxes throughaut tha hospital. Par interview on
3/19/15 at 12:18 PM the Pharmacy Manager for
Clnlzal Prantice conflrmed there was a drug
shodage of Ketamine in December af 2009 and
was rasolved in 2010, The Manager further
gontirmed 1f askad In January 2016 10 make a
change In Katarmine vial conocantrations, varloua
drug bancentrallons were and still are avaflable.
Further conflyming Ansslhesla Barvicss aiready
naes the Pharmacy depariment providing predew
syringes of Ketanina tor apecific nesds within
Anesthasia sarvices.
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Contintiod From page 11

A hospital wide aducation el nurses rainforaing
standards of nursing practice regerding following
physician orders and ntt drawing up mera
redlcation then what was orderad had not been
addrossed. Although the MICU Nursing Councl
meeting an 2/20/15 disoussad the event of
1/27116 there was & faillure ta implament a
hosplial wide directive to Ruraes regarding
drawing up only whet the physiclan hes ordered.
In additlon, it was further confirmed by the Kurse
Manager cf MICU on 3/17/15 at 9:45 the nureing
practios ot drawing up more medication then what
was ordered during an emergant procedure wae
probably =till baing performed by some nureas in
MiCu.

(n regards to tha "closs loop communication”, the
tadical Direcior of Adult Gritice] Care Sarvicas
confirmad on 3/18/16 at 10:15 AM although s/he
has brought the incldent to the attentlon of
physicians praaticing In MICU, reminding them 10
continue cloe communication practica with
rurses involved durlng emergent prooedures,
s/he falled to hare the incldent and concems
wlith Surglcal Intensive Cara Unit (ICV) or 1o oiher
diractors who provide stpervision where
Ketamina may Ee usad dutlng RGI.

It was not until an immediate Jeopardy siuation
was dstermined to axist, when the hospilal made
the nenasgary changud to 455Ure gare was
provided in a safe setling. The mutidoss viala of
500 mg of Ketamine wars exchangad for 200 mg
vlate In all ARCI medicatlon boxes, Under the
Direction of the VP of Nursing Servicas the
atandard of practice related o the adminisiration
of medications from a vial or ampule was
reviewad und an educallonal module was

davelopsd and deployad threughout all nuralhg

A286 .
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A 286 | Continuad From page 12 , A2BG

services. In addition, e moduta reinforgod the
pragtios of drawing up only the dose ordared, and
the expaciation 1hel the "road baok® will ocour
whan prepriing madications In the presence of
gnd under the direstion of the provider,

A 185 | 482,23 NUASING SERVICES A3B&

The haspltal must have an organized nuraing
s&VICe \hat provides 24-hour aursing services.
Tha nuesing esrvices must be furnlshed or Lo
suparvised by a raglstared ruree. gt
This CONDITION |3 not met as avidenced by:
Besad on Staff interview and racord review, the F—
Condition of Participation; Nuraing Servioes was '?LH\J i
?0? metrt‘maigd on téospllal nurellég Btaﬂ'a‘flallug: to
ollow physician orders for the adminiettation
an Intravenous medication and administering & CQMM/J
doas greatar then what wag ofderad,

Rafar to TAG: A- 0406 '
A 40T 4032.23((}](1). (O){(13()) & (o}2) ADMINISTRATION A 405
F DRUGS :
St
{1) Drugs !xr:;:ll bloiogloalz mua} *t:e;: p];jepﬂired gnd
. | administerad in ascordance with Fageral an o
State laws, the arders of the practiifoner or PSTACHED s

pranthIonaradreagunsil;la for the patlent'sdmre as aﬁf
apecified under §482.12(o), and acoeple

sandards ol praciice. 'PLN’\_‘

1 ) -
() Drugs and blalogicals may be repared and : : Oonee 9
administerad n the orders of ather practiiioners
nat spacitied undar §482,12(c) only If such
praciitoners are acting In acegrdance with Slete
faw, Including ecope of practios laws, hoepltal
policles, and madical stafl bylaws, rules, and
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ragulations.

{2) Al drugs and blologlcals must be

administerad by, ar undar supervision of, nursing

or olhar persannel In acoordanc with Fesderal
and Btate laws and fegulations, Including
applionbla llcenaing reguirements, and In
acoordanca with the approved medical staft
policiea and procaduras,

This STANDARD Ta not met as evidencad by,
Basad on staft Intesview and record roview, 8
Reglsiered Nurse (FIN) falied to prepara and Sl
adminletar a madioatien In mocordanca with the
orders of the praciitionaer responaible for tha A TTAL WED
patlant's cara and in accordance with hospltal
pallcy and standards of nursing practios for 1 of PLAv, af,, .,’ ,m Aae
N

10 applicable patiens, (Fafisnt #1} Findings
Include: CD ‘{W

Per record raviaw, Patlani #1 sought freatraent In
the Emarganoy Departmeni (ED) on 1/27/15 after
experiancing 3 days of ahptinaas of breath with
constrialion when breathing and complalning ot
not baing abla to oatoh a good breath, egpecially
it attempling to ambulate, At the time of
admission to the ED Pader #1, age &6, was
hypotanstve {low blood pressure) &nd required
ihe assistance of BIPAP (Biphasls positive alrway
prassure) maching 0 asslal with breathing. A
orlabls cheat x-ray taken a1 1:03 PM confirmad
allent #1 wae experlanoing pulmonary edema
and posaibla pnaumaonia and the patient was
administered a diuretic to trast fluld retentlon and
antibiotics for preumonia, At 3:11 P, Pallent 1
was aualuated by Critioal Care physiclans and it
was delerminad the pationt required admigston.

!
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Par Progreaa Note, Patlent #1 was transisrred
lrom the ED ta the Medical Intensive Caca Unit
{MICU} a1 4:20 PM, During the process of
transferring (e patient from the ED stretcher to
the MICU bed, Patient #1 became obtundad
(anerad level of conscloyusnesa) and was in
respiratory distress, Critloal Care physiclans
rapidly respandar and it was determined at
approximaiely 4:25 PM Patlent #1 requlired
intubation for meshanical ventiation as a result of
regplratory distress/compromiee. Nuraing staff
ohblained and brought 1o the patlent's room the
Rapld Sequence Intubailon (R31) medicatien bex.
Meanwhile Raspiratory Tharapists and physiclans
preparad inlubation ingtrumants and endolracheal
tube for the ARSI,

Far the emargant intubation, the physiclan
diraotad via verbal orders specific metications 1o
ba praparad by nursing which Included
Rocuronium 100mg (& neuromusouiar blocker
which provides sHsletal muscle relaxation). The
physioian aleo ordored Ketamine100 ma {(an
anasthetlc agent used for sedationfanalgesic
effact wih a time to ettect of 45 sagonds 10 60
seconds and duratien af 10-20 minutes for
corract daelng of 110 2 my/kg) Both medicatons
were ordered (o he administered IV
{intrevenously). Nuras #1, assignet! to Patient #1
el the me of admission 1o MICU, docymented
a/ne administered FMoctironlum 100 mg at 4:48
PM followed by Ketamine, Atthough the physlclan
had orderad Ketamina 100 mg. amounting to 100
of medication, Nursa #1 draw up tha iotal
amount of the mulidose vial of 5ec/500 g of
Ketamine and subsequently at 4:46 PM
adminigtered the entire contants of the syringe
tataling 600 my to Patlent #1. Par *Adult

Heauschation Fecord”, at 4:53 PM Patlent #1 was

Yy
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A 405 | Continued From page 16 A 405
In cardiac arrest with Fulzeless Blegtrioal Aotivity .
{PEA) and chest compreasions were starled, Per ‘e

Progress Note, Nurse #1 dosumenia: “At approx
1850 - 1856 {450 - 4:55 PM), reallzalion o
overdose of ketamine realizad and MD XXXX
notified as wall as charge nureg". Patiant #1
recelved additlanal cardiag drugs, howaver
rasuscitation effarts wers unsucoessful, the Code
pracedure efforts wers sndad and Lhe pallant was . .
pronounced dead at 5:18 PM. .

The attending physictans Prograss Nota for :

1/2715 a1 2115 states: ") was notliisd by histher

bedslkde nurse that tha patlent was mistakenly See

?Ivan a slgnﬂlcan}lz larger dose of hlséhar )

nduction agent of ketaming than § had ordered. } &

sialed that Kelamina ls Ideally the agent wWe 138 M% W &

tor patiants with cardlogenle shack ot

hempdynamic Inatabiiity as it has the laast effagta ‘P).)Vk b{:" (_H Q‘l')d
L J

T

on hisfer hemodynamlce and least kely lo
cause low hinod prassure; however, | ataled that
thlz doss wae higher than ) had ordared and was
conoeraed thet it may have oontributed to his/hor .

POOF CUEDM®,....| could not ba certain whether it W\
caused his/her cardlac amest, but | did note that it
may hot hava halped.”

Par interview on 3/17/16 at 9:90 AM, Nurgs #1
confirmad that on 1/27/15 at the fime of the RS|
s/he had thought Patlent 41 may require
increastng dosss of Ketamine to anhieve the
desired effect and tharefors drave up more of the . ,
trug In tha syringe In anticipation that the
phyetolen would ordar more to be administerd
during the procadure. However, Nurse #1 stated
*n the moment, [ thought | only had 109 my. In
the syringe*. Nurss #1 statad the practice ol
drawlng more medication than arderad by the
physiclan was sumething sha has done

FOMM CMS-2587 (08-08) Srgvlous Vardfuny Obaalely Fvont (D1gHZa1Y Pocitity ID: 470053 " if ceninuaion ehest Page 18 of 21
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A 405

Continued From page 18

Ihroughout hisfher nursing practice while working
In Critical Care.

Tho nursing praclics of drawing up mora
medleation then what was orderod was further
canfirmed by 1he Nurae Manager of MIGU on
311715 al 2:48 AM nating, a lot of nursing staff
probably draw up more maedication than what the
physlclan hes ordered, espsolally durlng an
smergent patient situation. Per intatview on

A 718 at 11:22 AM, MICU Nursa #2 stated whaen
a physician gives a vorbal order for a medloation
during an Intubetion or cardlac arrael, 2/he would
rapeat the order back to the physlclan fof
conlirmatian. Atter preparing the madication a
labal I8 applled to the syrings which would state
the drug, the amaunt drawn Up In & syrings and
the conoantravion of the drug. Nurse #2 alzo
pontirmed, at timaa, sfe would draw up éxira
medicatian then what was ordered, The ED
Nurse Managar siated, during Interview at 3:38
PM on 83/17H6, that although his/har praclics,
duting RS|, was ta draw up Jus! the amount ol
medication ordered by the physiclan, thera migh
pe imes when 5/he would draw up more
medicatlon In 1ha syringe In anticipalion that thay
physiclan might arder sequantlal doses. Howevar,
par mervlew on 3/1 818 at 10115 AM the Madioat
Directcr of Adutt Critivet Care Sarvites
acknowledged the drawing dp of more msdioation
by huraes then what the physlcian has orgderad
during an emergency progedurs creales "..a
potential for orror’.

Par imervlew aon 3MTHE &t 2:08 PM, the Vice
Prasident (VF} of Nuraing stated /08 wae awara
of the situation regarding the overdose of
Ketamine by Murse #1 In the MICU and had

reviswsd the Root Cause Analysls but presenily

A a0k
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hnd not providad any direction regarding the ¢
case, The VP ot Nurging alzo statad Ihe practice

related to madications is .. yau draw up what the
order ja and that (s what Is expected...” of nuraes.

Fer hogpital polley Intravenous Medicalions;
Praparation and Adminlstration of : by ANs and '
LPrs pubiiehed on 7/20/14 states " 3, A RN wiil

atdminister medivations via IV push ag pragred by
a physician and dispansed by the pharmacy." . )
A 490 | 482,28 PHARMACEUTICAL SERVICES A 480

The hospital must have pharmaceutioal 3srvices
that meat the naa:‘ada of e paﬂanl:;i Thad e Se-€
Inotiution must have a pharmaoy directed by a
reglsterad pharmaciat or a drug storage area ATTAL HHED
under competent supervialon, Ths medloal ataff
is rasponalble for developing pollcies and Ml hﬁ’
nroceduras that minimize drug errors. This

funatton may ba dalegated to tha hosplial's

arpanized pharmaceutical service. CO NCLTAYY

This CONDITION (s not met as evidencad by:
Tha Condition of Panicpaton: Pharmacy . ) ’
Sarvicas was not met due to tha ialiure of
FPharmany Servioss to aot In a timaly manner to
enaura patisnt safety by replacing high doee vials
of Ketamine within all appiloeble anc high risk
aresa throughoul the haspital,

Hrry—t

Refst to Tag A - 0500
A 800 | 482.26(b) DELIVERY OF DAUGS ABOG

In aedar to provide patient safety, drugs and T Q—'ﬂ"&.bﬁ‘é{?
blolgglcals must be controliad and dlstribbutad In

acoordance with applicable standards of practica, : "T-’th(_ aF* Conecmor)

eonelstent with Federal and Slate law,

5]

+
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A 500 Continued From page 18 AS00

Thig STANDARD |s not met 48 evidanced by: :
Based on cbsavations, interview and record
raview the Pharmecy Services falled to act ina

timely manner to snaure patient safety by
raplacing high doea vials of Ketamina within all
applicabla and high rigk areas throughout the
hospital. {Fatlent #1) Findings Inciuda:

During an emergant Inlubation of a patient in
MICL on 1/27/46 the physician directad via verbal Lo
orders speollic madigations 1o be preparad by
nursing which ngluded Roguranium 100mq ]
neuromuseular biooker which provides skeletal AT Btk &7
muncle: ralagzaﬂon}(. The physiolan also ord%r?nd
Katamina100 my (an anesthetiz agent usad for "
sedatlon/anaigssia effect with & time to affect of 'PLJVL er—— 415 .
45 saconds 10 60 ssconds and duration of 10-20 )
minutes for correct dosing of 1 to 2 mg/kg) Both

medications werd orderad to be administered IV waﬁny\_,
(intravenously). Nurse #1, assigned lo Patient #1
at the time of admiealon o MICU, degumented
e/ha admintstered Rocuronium 100 mg ot 4:460
PM followed by Katamine, Although the physican
had crdered Katamine 100 mg. amounting to 1 oc
of madication, Nurse #1 drew up the 1otal

armoum of the multidoas vial of 5co/600 mg of
Ketamine and subsequantly et 446 PM
administerad the entire contenis of the ayrings
totallng K00 my to Patlent #1. Fer "Adult
Assuscitation Record”, el 4:53 PM Palant #1 was
in oardiae arraat with Pulselaas Electrizal Activity
(PEA} and chest compressions ware starled. Par
Pragrose Note, Nurse #1 documents! "At approx
1660 - 1665 {4:50 - 4:66 PM), realization of '
overdoss of kelemine realized and MD XK L
notiiled as wall gs oharge nurea®. Patient #1
recaived additional cardiao drugs, howsvar
reausoltation effarts ware unsuccessiut, the Code
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a) Io
PREFIX
TAG

SUMMARY ETATEMENT OF DEFIQIENGIPR
ACH DEPICIENGY MUST BE PRECEDED 8Y FULL
EGLILATORY OR LS50 IDENTIFYING INFORMATION)

PRCVIDER'SE PLAN OF GORABCTION
|EACH CORHESTIVE AGTION BHOULD BE
CRUSE-REFERENGESD TQ THE AFPROPRIATE
DEFIGENCY)

18]
PREFIX
TAG

1 "
oM g&"’ﬂ N
DATR

A 500

Continued From page 19

procadurs efforts were anded and the pallent was
pronounced dead al 5.1 PM.

Per Intarview on 3/18/16 at 12:60 PM, the
Director of Patiani Safety and Advooasy stated
Tesues identlfied during tha RCAIncluded the siz¢
and concentration of tha multidose vial ol
Ketamine ysad by Nuree #1, An aclion plan
Included Ihe Resuscitaiton Commites which
Inoluded pharmaay woutd evaluata alternetive
concentrations of Ketemine such as 100 mp or
£00 mg vials and standardize the dose vial |
throughout the hospital, This woutd provide a
safaly barrlar In preventing a larger dose of
Katamine heing drawn and adminlsterad during &
FGI, noting Nurse #1 hed drawn and
administered a dose grealsr than what was
prasoribad. The Gireclor aondirmad, although #
tad bean 40 days since tha death of Patlent #1,
changes had nol besn mads o ramova the 500
mg. muliidose vials of Ketamine from the RCI
medication boxes, In exchange for a reduced
gonoantration, ‘The Dlrectar atatad one reason
graventing the change was due to a Ketamina
grug shoriage and Aneslhesia stlil nesdad to be
gonsufied regarding the spaciflc congantrations
thay require, Per obaervation In MICU on 8/17/15
at ;40 AM, the RGI madiogation baxes atil
contained Ketaming 100 ma/$ co mullidose viais.

Per Intarviaw on 8/16/16 at 4:10 PM a pharmaclat
who I8 the medication safety coordinalor
gontirmad s/he was invalved with the RCAand
wae working on a action plan to replace the
muitdase vials of GO0 my of Ketamine, "We are
pretly olizse 1o the resull of having a 10 mg/ni vial
and 20 ce vial (200 mg)" and turther noting the
tCUa never use mote than 200 my of Ketamine

during an avent, The pharmacisl algo

AB00

ATV D60

P o

Herhs|
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DEFIQIENGY)
A 600 | Comtinued From page 20 AS00

acknowisdged a shorlage of Ketamine and that
further diseugalons with Anasthiaala Services was '
nesded pdor 10 making any changss i Ketamine
cangemration. The pharmaoist furthar
acknnwiadged proper medication administration L
Is ioaking at tha vial and making sure you have
tha right dozss,

#er intarvisw an 3/17/15 at 1:00 PM, the Chief of .
Anesthesiology acknowladged Anesthesta .
Barvices has 2 concantratlons of Kelaming, 10
mp/1 ¢ and 100 mg/1 co avallable for ihe
praviston of patianl cars, The Chlef of
Anestheslology statad saveral years ago his/her

sarvive raquested pharmaay to provide pre-drawn SLsE - y

' | syringas of Ketaming, var}( fow dosag ol
Ketamine 0.1 and 0.2 mg/kg used as an adjunct |
ta réduce oploid dosing. Anesthesla Services AT AL L” (Hs

does have access 1o Ketamine 108 mg/1 o in
Pyxla (autometed medication station) but tnere M bﬁ‘ .
are alars to assurg the right dose | being used.

fer Interview an 3/19/16 a1 12,16 PM tha C&Wn‘h

Pharmasy Manager for Clhnical Praclioa
confirmad tharp was & drug shorlage of Ketaming
in Decembaer of 200% and was resclvad in 2010,
The Manager further conflrmad # ssked In
January 2014 lo make & change In Ksiamine vial
vonoantrations, vaerlous drug conadntrations wero
and &bl are avallable. Further condirming
Anssthesla Services alraady has the Pharmacy
department providing predawn syrnges of
Ketamine for spacilic neads within Anesinesia T
sorviops. On 3710/ 5 12:10 PM, the Pharmaay '
Manager for Clinloal Practice confirmed Ketamine
500 mg mutldose vials had heen removed from
all the RG| boxes and replaced with 200 mg .

Katamino vials.
LY
R
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